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Abstract: Objective  To establish the consistency reference interval of thyroid stimulating hormone

(TSH) for healthy pregnant women suitable for the clinical laboratories in LLuzhou area,and to verify its appli-
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cability. Methods

2 728 healthy pregnant women (the number of women with different pregnant stages in each laboratory

Five clinical laboratories representing the geographical area of Luzhou were selected, and

should not be less than 120 cases ) undergoing the pregnancy tests from January 2019 to December 2020 were
selected by the method of multi-center study. They were divided into the three experimental groups according
to different gestational weeks: early pregnancy group (<12 weeks, 819 cases), middle pregnancy group (>
12—27 weeks,1 057 cases) and late pregnancy group (=27 weeks, 852 cases). At the same time, 646 non-
pregnant healthy women of childbearing age undergoing the physical examination during the corresponding pe-
riod were selected as the control group. The TSH levels (5 detection systems of A-1,A-2,B,C,D) of all sub-
jects were detected and statistically analyzed. Then the reference interval of each pregnant stage was estab-
lished. Results
early pregnancy group, middle pregnancy group,late pregnancy group and control group (P <C0. 05). In the

The TSH levels detected by different detection systems had statistical differences among the

pairwise comparison,the TSH level detected by the detection system B and D had a statistically significant
difference among the early, middle and late pregnancy groups and control group (P <C0.005),the TSH level in
the middle pregnancy group had statistical difference among the detection system D, A-1,A-2.B and C (P <C0.
005) ,the difference among the other groups had no statistical significance (P >0, 005). The subjects were di-
vided into the chemiluminescence group and electrochemiluminescence group according to the different detec-
tion principle in the detection system. There was significant difference in TSH level between the early, middle
and late pregnant women and the control women in the two groups (P<C0. 05). The reference interval of TSH
in healthy pregnant women in Luzhou area is divided into two subgroups according to the detection principle
and pregnancy period. The reference interval of TSH in chemiluminescence group:0. 13— 3. 84 mIU/L in the
early pregnancy,0.28—4. 23 mIU/L in the middle pregnancy and 0. 44 —4. 55 mIU/L in the late pregnancy;
the reference interval of TSH in electrochemiluminescence group:0. 20—4. 81 mIU/L in the early pregnancy,
0.30—4.49 mIU/L in the middle pregnancy,and 0.48—5. 25 mIU/L in the late pregnancy. The newly estab-
lished TSH reference intervals verified by the five laboratories all met the requirements. Conclusion The
TSH reference intervals in early pregnancy,middle pregnancy and late pregnancy of healthy pregnant females
in Luzhou area have obvious differences compared with those in the females without pregnancy. Different de-
tection systems with the same detection principle can establish the unified reference interval, which could facil-
itate the mutual recognition of clinical test results. The TSH detection results have statistical difference be-
tween the different detection system with different detection principles,which can not use the same reference
interval.

multicenter; reference interval
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